






















































































































































































































Ruponie: Part V now clarifies those ef
fects lor which reporting depends upon a 
alanJflcant exposure potential. Persistence 
by Itself II no longer Itemized as a report
able effect but rather la considered to be a 
component or exposure_ potential; It mM' 
alao underlie the measurements described in 
Part V<bl<ll. Laboratory lndJcators of pro
nounced bioaccumulatlon are to be reported 
when coupled with potential for widespread 
exposure and any non-trtvlal adverse effect. 

NOTICES 

Re111on1e: EPA ls coord!natln&' thlA pro
irram with other agencies now. When thll 
coordination Is auccesalully completed. the 
policy statt-ment will be amended to exempt 
from the reporting requirement !nlormatlon 
that has been submitted to other apecllled 
agencies. In the meantime, 1ubstantial-rlsk 
Information must be reported directly to 
EPA; such a report does not discharge any 
reporting obligation to other agencies. 

Comment 17: The n-octanol/water pa.rt!- r. IlUOIUIATIOK PlllST RECl:IVl:I> PaIOR TO nm 
tlon coefficient addresses a physico-cheml· crncrivi: D.11.n or TICA 

cal property. not biological effects, and la Comment zz: The tense of the verb "ob-
not alone an lndJcator of substantial risk; talns" reveala that section 8<e> wu Intended 
further, the values stated for the coelflclent to be applied prospectively to !nlormatlon 
and the bloaccumuiatlon factor In fish do newly acquired after January l, 11177. Utilize 
00!!!._rreaP?nThd. ._ cy •A'--owl d•es the section 8<d> or other rulea to acquire lnfor· 

..... ...,nae; e .naen -•·11 e • , .. matlon .obtained .befare . .then.-
. ·- •• numertcalerror·andhu-amended'thevalueir · Ruponae: As dlacuuecl In the preamble to 

to correspond. This policy statement now the September 9 proposal. the Acency con· 
dlrectA the reporting ot an experimental alders section 8<e> to apply to rl&k lnforma
meuurement of bloaccumulatlon when tion poueased by or known to a pel'IOD 
coupled wfth an adver1e effect and potential before on. or after January 1 1977 Con· 
for widespread exposure. • • · 

Comment JI: The requirement that lnfor· cernlng Information flnt obtained before 
mation which "llnkl" an effect to a chem!· 1977, thll policy statement continues to re
eal be reported la too broad and contradicts Quire reporting of lnlormatlon received If a 
the statutory language of "reasonably person has been aware lt since January l, 
supporta" 1977, for the reasons diaCulled In the Sep. 

The Agency has provided In a tember 9 preamble. 
new Part VI Its interpretation of "reason- Comment ZJ: The term "aware" la too 
&bl"! supports" vague to be ot any help In reapondlnc to 

Comment A determination that !nlor- these requirements. many corporate 
mauon "reasonably supports the conclu· employees are potentially subject to these 
alon" of substantial risk cannot be made in· requirements, and given uncertainty over 
dependently of considerations of use since the extent to which they ought to be aware 
the method and manner of using a chemical of pre-1977 lnformatlon, this provl.slon tends 
may Influence the occurrence of an effect· to compel the very file search It was intend· 
In particular, the criteria should reflect i. ed to avoid. The term "aware" should be 
dlltlnctlon between normal and abnormal further defined, possibly In tenna of actual 
Ulel of chemicals knowledge. 

Raponae: The 'Acency considers that the Ruponie: The Agency In Part VIII of this 
appropriate components of a "substantial policy statement now deflnea the pre-1977 
risk" wfth respect to a chemical are ca> the !nlormatlon of which a person la considered 
aerlouaneas of the effect, and <b> total expo- to be aware. 
sure potential. The method and manner of 
Ullnl a chemical Is one of several factors de
termining Its exposure potential. As de
ecrlbed In Part V, the Importance of expo
sure potential as a component of "substan· 
tlal risk" depends upon the kind of effect of 
concern. Thus. the effects described In Part 
V<a> are so serious that relatively little 
wetght la gtven to exposure; the effects de· 
8Cribed In Parta V <bl and <c> involve a slg· 
Diflcant exposure or exposure potential. 

The Agency further considers that a defl· 
DIUon of "normal" use for a particular 
chemical will often depend upon a know!· 
edge of the risks usociated with the 
chemical. 

&. DIPOIUIATIOK THAT lfD:D KOT BE REPORTED 

Comment 20: Information published In 
actentlflc literature In lanruaces other than 
English should be exempted If published in 
summary form by abstracting services. Can 
the accuracy of English lanruage abstracts 
and commercial translations of foreign llt· 
erature be usumed? 

Ruponae: This policy statement now pro
vtdea that Information published In scien· 
Wlc literature, whether In English or an· 
other lanruace. Is exempt from reporting If 
published In summary form by certain 
specified abstract services. 

Comment Zl: Information exchange sys. 
tema with other Federal agencies should be 
Immediately established so that respondents 
need not report to EPA Information already 
reported to other Agencies. and vice versa. 
Such duplicative reports a.re unduly burden
some. 

G. COKFIIIEKTIAL IKFOIUIATtOK 

Comment 24: EPA should delay ruldance 
until procedures are published governing 
the treatment of confidential submissions. 

Comment ZS: EPA should treat all submll
slons as confidential until the !nlormatlon Is 
verl!led. 

Comment Z6: EPA automatically 
publish section 8<e> notices. 

Re:sponae to Comment& Z4 through 26: 
EPA has Included a new Part X which de
scribes how to submit a claim of conflden· 
tiality and states that any or all of the In· 
formation submitted may be claimed u con· 
fidential. Such Information will be disclosed 
by EPA only to the extent. and by means of 
the procedures, set forth In 40 CFR Part 2. 

H. llISCELUJfEOt7S 

Comment Z7: What ls the statutory basis 
or need for guidance? What Is !ta exact 
status under the Administrative Procedure 
Act? 

RespoTUe: This policy statement sets forth 
EPA"s interpretation of and policy concern· 
Ing TSCA section 8<e>. As an Interpretive 
rule and statement of policy It ls not subject 
to the comment period and delayed effec. 
tive date provisions of the Adm!nlstratlve 
Procedure Act <5 U.S.C. 553). Although 
TSCA does not mandate a policy statement, 
the Agency of necessity must develop the 
criteria which will govern enforcement ac· 
tivities. Trade associations and businesses 
were among those who previously expressed 
Interest In such a statement to guide their 
complianre. 
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Comment ZI: Clartly whether these 
Qulrementa apply to chemicala previously 
but no lon&'er manufactured, proceased, or 
dlltrlbuted In commerce by a person. 

Ruponae: lnlormatlon obtained before 
1977 must be reported If the person hu 
been aware of It alnce January 1. 19'1'7, u 
prescribed by Part VIII. Concerning chem!· 
cala which a person has dlacontlnued manu· 
facturln&', proceulna. or dlatrlbuUng since 
January 1. 11177. !nlormatlon obtained 
before the Ume of dlacontlnuatlon la subJect 
to these requirements. It la expected that 
the acqulaltJon of !nlormatlon a.fter that 
time will be mlnlmal; however, should addJ· 
tlonal Information be acquired. It may trts· 
1er the reporting described In Part VIII. 

Comment ZI: Clarity the meaning of "sub
stantial. .rdatlve. ta, .other . rl&ks ad· 
dreued by TSCA. 

Raponae: A substantial risk Is defined In 
Part V<a> of th1a policy statement u a rl&k 
of considerable concern because of <a> the 
aerloumea of the effect, and <b> the fact or 
probability of Its occurrence. As opi>med to 
other rllka addreaed by TSCA. economic or 
aoclal benefits of uae, or costs of restricting 
use, are not to be considered In determining 
whether a rl&k Is "substantial". 

Comment 30: To what extent are "users" 
of chemlcall subject to these requirements? 

Ruponae_· The Agency conalden that 
many industrial uaes of chemlcala actUa117 
fall within the acope of "proceulng" chem!· 
eals. A manufacturer, processor. or dlstrlbu· 
tor who obtalnl subst.antlal·rl&k Information 
concernfnl chemlcall he handles should be 
alert to the poulbWty he may have to 
report It. 

Comment JJ; Are chemlcall manufac
tured, proceaaecl and "distributed In com· 
merce in amall Quantities solely for PllfPOH9 
of research and development aubJect to 
these requirements? 

Re:spome.· In 1eneral, the Agency consld· 
era that much manufacturlnc. proceulng, 
and distribution In commerce of chemlcala 
in small Quantities solely for purposes of re
search and development Is tor 
"commercial purposes". Such purposes 
would Include the we and dlltribution of 
such materlala, u well as their uae by the 
manufacturer or processor In activities <for 
example. product research and development 
and studlea uaesslng the feasibility and 
aa.fety of using chemicals> precedlnr hla or a 
client's commercial uae of such materlala or 
others on a Iarser scale. 

As described In Part v. the Agency consld· 
era that "substantial risks" depend In part 
upon an exposure potential. Thus, the OC· 
currence of the effects described in Part 
V<a> preauppoae exposure to the chemical 
and must be reported; report!nr of the 
other effects will depend upon a potential 
for significant levels of exposure. 

Comment JZ: Are raw material!, lnterme
dlatea, and Inert lncredJents produced or 
used In the manufacture of a pesticide sub
Ject to TSCA? 

Reaponae: The Administrator conslden 
that raw materlala, intermedJatea and Inert 
incredJents produced or used In the manu· 
facture of a pesticide are substances or mix· 
tures which can be rerulated under TSCA. 

In order to be considered a pesticide, a 
substance must be Intended tor uae u a pea. 
ttclde. Raw materlala, intermedJatea, and 
Inert Ingredients produced or used In the 
manUfacture of a pesticide are not them· 
selves rerulated under FIFRA <unless they 
happen to be pesticides themselves> and. 
therefore, a.re subject to TSCA. The pest!· 
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1111& Nonas 
ctde reculatlona at 40 CPR 182.4 are conaia- production of a food. food addfUn, dnJa, 
tent With thla View. cosmetic. or devtce. 

Comment JJ; Att Intermediates and cat&· Comment J4: J:mpJoyeea lhould have the 
l)'IU Intended 10lety for uae In the produc· option to submit report.I anonymouaty. 
tlon of a food. food additive, drua. cosmetic, .RurxmM: EPA conaldera that any person 
or devtce subJect to TSCA? may report Information to EPA under 

Raporue: The AdmlnJatrator conaldera T8CA. ThOle who are required to do 10 
that ·1ntermedlatea and cata.Iyata Intended under section a<e> are persona who manu· 
M>lety for uae In the produCUon of a food. facture. procea, or dlatribute In commerce 
food additive. dnl&. coametlc .. or device are chemical substances or mixture&, lnclud.lns 
excluded from reirul&tlon under TSCA. The not on17 bualneu entitles but alao auch em· 
deflnltlona of the PFDCA provtde that ployeea u deleribed In Part II. ln order to 
chemical aubat.anca which are Intended for eet.abllah that auch persona have dlacharsed 
uae u a component of a food. food additive, their obllp.tlona, and In order to encourace 
drua. C01metlc, or device are encompaaaed relPGllllble review of tbe quality of lnforma
Wlthin the meantnc of such terma. reapec· Uon and the aubatantlality of rlslta, EPA be
Uvely. The FDA c:onaldera Intermediates ltevea that notifiers ahould Identify them· 
and catalyata to be auch component.a. There- aelvea. Section 23 wW adequately protect 
fore, they are aubject to re1Ulat1on under employee. from dlacrtminatJon pursuant to 

~ .. ,Ule.Pl!'DCA. Any •uctuubA&nce•la- excluded ·· >notlflcationa· they have-made under ·aectton 
from rqulatlon under TSCA Insofar u It la ll<e>. 
actually manufactured, proceaaed. or dla-
trlbuted In commerce 10lety for uae In the CPR Doc. 'll-7084 Piled 3·1&-'18; 8:45 aml 

lllOTE 

According to technical amendments published 
by EPA in the May 29, 1987 FEDERAL REGISTER 
(52 FR 20083), TSCA Section 8 (e) submissions 
are to be addressed to the Agency as follows: 

Document Processing Center (TS-790) 
(Attn: Section 8(e) Coordinator) 
Off ice of Toxic Substances 
U.S. Environmental Protection Agency 
401 "M" Street, S.W. 
Washington, o.c. 20460 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[OPTS-80015; FRL-3844-4) 

Registration and Agreement for TSCA 
Section B(e) Compliance Audit 
Program 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This Notice, pursuant to 
sections 15 and 16 of the Toxic 
Substances Control Act (TSCA), 15 
.U.S.C.2601 et seq ... announces the 
opportunity to register for EPA's TSCA 
Section 8(e) Compliance Audit Program. 
This Notice also contains the text of an 
Agreement for the TSCA Section 8( e) 
Compliance Audit Program ("CAP 
Agreement"). The TSCA Section B(e) 
Compliance Audit Program and the 
registration provisions and CAP 
Agreement conditions are described 
below. 
DATES: The Registration period for the 
TSCA Section B(e) Compliance Audit 
Pr-0gram commences February 1, 1991, 
and closes May 2, 1991. Persons 
interested in registering for the 
voluntary TSCA Section B(e) 
Compliance Audit Program must request 
a CAP Agreement and submit a signed 
CAP Agreement to EPA no later than 
May 2, 1991. 
ADDRESSES: Copies of the CAP 
Agreement may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, TDD: (202) 554--0551. 
FOR FURTHER INFORMATION CONTACT: 
Michael M. Stahl, Director, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, TDD: (202) 554--0551. 
SUPPLEMENTARY INFORMATION: 

I. Background 

Section B(e) ofTSCA states that "any 
person who manufactures, [imports,] 
processes, or distributes in commerce a 
chemical substance or mixture and who 
obtains information which reasonably 
supports the conclusion that such 
substance or mixture presents a 
substantial risk of injury to health or the 
environment shall immediately inform 
the [EPA] Administrator of such 
information unless such person has 
actual knowledge that the Administrator 
has been adequately informed of such 
information." 

"Substantial risk information" 
reportable to EPA under section 8(e) of 
TSCA refers to new information that 
reasonably supports a conclusion that a 
chemical substance or mixture presents 
a substantial risk of injury to health or 
the environment. (The term new 
information refers to information 
(including preliminary data) about 
which EPA has not already been 
adequately informed.) Such information 
need not and most typically does not 
establish conclusively that such a risk 
exists. In other words, reasonable 
support for a conclusion is not 

effects appear to be further evaluating 
and wrongly discounting the 
significance of the information on the 
basis of a "weight-of-the-evidence" risk 
assessment. It is EPA's position, 
however, that if certain serious health 
effects are discovered, the information 
should be considered for immediate 
reporting under section 8(e) without 
further evaluation. The following are 
examples of information that should be 
considered immediately for reporting 
under section 8( e) of TSCA. 

1. New information concerning 
statistically or biologically significant 

, synonymous -with: the £OnGlu&ion itaelf 
and usually precedes the conclusion. 

· -"inmeeses-in benign and/.or.malignant 
tumors in an animal study; a "weight-of
the-evidence" risk assessment should 
not be used to discount the findings. 

In deciding whether new information 
reasonably supports a conclusion of 
substantial risk. one must consider (1) 
The seriousness of the adverse effect, 
and (2) the fact or probability of the 
effect's occurrence. These two criteria 
should be weighed differently depending 
upon the seriousness of the effect and 
the extent of the exposure; i.e., the more 
serious the effect, the less heavily one 
should weigh the actual or potential 
exposure, and vice versa. 

In some cases, e.g., the observance of 
certain types of serious toxicologic 
effects in animals or humans, exposure 
to the chemical substance(s) or mixtures 
is presupposed and will constitute 
sufficient evidence of exposure for a 
determination to be made to submit the 
new-found toxicological data. Such 
serious effects include, but are not 
limited to, (1) Birth defects and/or 
serious developmental effects (including 
those observed in the presence of 
maternal toxicity), and (2) cancer (as 
evidenced by benign and/ or malignant 
tumors). 

Any decision-making process for 
determining section 8( e )-reportability 
should focus primarily on whether new 
toxicologic or exposure data offer 
reasonable support for a conclusion of 
substantial risk and should not focus to 
any great extent, if at all, on whether the 
information is conclusive regarding the 
risk. Therefore, a decision to report 
pursuant to section 8(e) should not 
involve (1) Exhaustive health or 
environmental assessments, or (2) any 
evaluation of the economic or social 
benefits of the use(s) of the subject 
chemical(s). 

In reviewing recent enforcement 
cases, EPA has found that some 
companies may be misinterpreting 
TSCA section 8(e) and EPA's 
"Statement of Interpretation and 
Enforcement Policy: Notification of 
Substantial Risk," ["Section 8(e) Policy 
Statement," March 16, 1978, 43 FR 
11110). Some companies obtaining 
information on certain serious health 
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2. Statistically or biologically 
significant increases in teratologic or 
other serious reproductive effects 
observed in animals; the level of 
maternal toxicity observed in the study 
should not be used to discount the 
findings. 

3. Serious toxic effects (e.g., cancer, 
birth defects, and neurotoxicity) 
observed in tests of chemical substances 
or mixtures at the research and 
development stage; such findings should 
not be discounted because the company 
believes that there is no exposure to the 
chemical( s ). 

Up-to-date information on hazard and 
exposure is vital in supporting EPA 
efforts to protect human health and the 
environment from risks from toxic 
chemicals. EPA has the responsibility 
under TSCA to perform needed risk 
assessments on chemicals. Section 8(e) 
is a very important part of TSCA's 
section 8 information reporting and 
recordkeeping provisions that enable 
EPA to obtain and disseminate 
information needed to set priorities apd 
perform risk assessments that may be 
national in scope. Companies that do 
not report vital information are 
undermining the effectiveness of the 
early warning system intended under 
section 8(e). 

In the past year, some companies 
have alleged that EPA has changed its 
interpretation of TSCA section 8(e) 
thereby creating vulnerability that was 
not previously contemplated for 
reporting. These same entities have said 
that EPA's TSCA Sections 8, 12, and 13 
Enforcement Response Policy contains 
significant disincentives [namely very 
high monetary penalties) to dissuade 
auditing of past studies and reporting 
them to EPA. 

EPA has not changed its interpretation 
ofTSCA section 8(e). EPA's 
implementation of the TSCA section 8(e) 
program is based on sound guidance 
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that is and has been consistent with the this CAP Agreement which will be 
statutory language and intent of section returned to the Regula tee. The Final 
8(e), as well as EPA's Section 8(e) Policy Report and all other documents 
Statement. Nevertheless, to achieve the submitted pursuant to Unit II.C of this 
Agency's goal of obtaining any CAP Agreement must display the 
outstanding section B(e) data, EPA has identification number established by 
developed this one-time volunt11.ry this paragraph. 
compliance program designed to D. The TSCA Section 8(e) Compliance 
strongly encourage companies to Audit Program shall commence no later 
voluntarily audit their files for studies than May 2, 1991. 
reportable under section 8(e). This E. The TSCA Section 8(e) Compliance 
program is known as the TSCA Section Audit Program shall terminate within 
8(e) Compliance Audit Program. 180 days of May 2, 1991. Thus, all 

The TSCA Section 8(e) Compliance submissions under this TSCA Section 
Audit Program has been developed to 8(e) Compliance Audit Program must be 
encourage.industry.reporting. by.setting.· ..• .delivered to-.EPA nolatel\ than October 
forth guidelines that identify in advance 29, 1991. 
EPA's enforcement response and allow II. Terms of Agreement 
companies to assess liability prior to 
electing to participate. Companies that EPA and the Regulatee mutually 
do not participate in the TSCA Section initiated this TSCA Section 8(e) 
8(e) Compliance Audit Program should Compliance Audit Program in response 
be aware that EPA intends to actively to a February 1, 1991, Federal Register 
pursue violations of the TSCA section notice announcing the opportunity to 
8(e) reporting requirement. participate in the TSCA Section 8(e) 

Compliance Audit Program. As part of 
II. Text of the Registration/CAP this CAP Agreement, EPA and the 
Agreement Regulatee agree to the following: 

The text of the Registration and CAP A. General Provisions 
Agreement for the TSCA Section 8(e) 
Compliance Audit Program: 1. This CAP Agreement and the 
UNITED STATES ENVIRONMENTAL Consent Agreement and Consent Order 

in this matter shall be a complete 
PROTECTION AGENCY settlement of all civil and administrative 
Office of Pesticides and Toxic Substances claims and causes of action which arose 
Registration and Agreement for TSCA or could have arisen under TSCA 
Section B{e) Compliance Audit Program section 8(e) in connection with any 

The United States Environmental study or report submitted pursuant to 
Protection Agency ("EPA") and the the terms of this CAP Agreement. 
Regulatee, the Parties herein, wishing to Pursuant to TSCA, EPA will consider 
register for and enter into this ability to pay I effect on ability to 
Agreement for a Toxic Substances continue to do business claims during 
Control Act ("TSCA") Section 8(e) the course of development of the 
Compliance Audit Program ("CAP Consent Agreement and Consent Order 
Agreement") and having consented to in this matter. The Regulatee will be 
the terms of this CAP Agreement do responsible for submitting adequate 
therefore agree to fully comply with the documentation of such claims to EPA at 
terms of this CAP Agreement. the time of submission of the Final 

Report required by this CAP Agreement. 
L Registration Requirements 2. For purposes of this CAP 

A. The Regulatee agrees to conduct a Agreement and any subsequent 
TSCA Section 8(e) Compliance Audit proceeding, without trial or any 
Program to determine its compliance adjudication of the facts, the Regulatee 
status with TSCA section 8(e). admits that EPA has jurisdiction over 

B. To register for the TSCA Section the subject matter of the terms of this 
8(e) Compliance Audit Program, the CAP Agreement and any study or report 
Regula tee must, no later than May 2. submitted pursuant to this CAP 
1991, sign and return this CAP Agreement. 
Agreement by certified mail-return 3. The Regulatee waives its right to 
receipt requested to: Michael F. Wood, request a judicial or administrative 
Director, Compliance Division (EN-342), hearing on any issue of law or fact that 
Office of Compliance Monitoring, has arisen or may arise during the 
Environmental Protection Agency. 401 M conduct of the TSCA Section 8(e) 
St .. SW .. Washington, DC 20460. Compliance Audit Program conducted 

C. After EPA receives this signed CAP pursuant to the terms of this CAP 
Agreement from the Regula tee, EPA will Agreement, or that may arise in any 
sign this CAP Agreement and enter the subsequent proceeding involving the 
following identification number Consent Agreement and Consent Order 
( ) to the copy of resulting from and entered into pursuant 
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to the terms of this CAP Agreement, 
including but not limited to the 
Regulatee's right under TSCA section 
16(a)(2)(A) to request a hearing. 

4. The Parties agree that any study or 
report submitted by the Regulatee under 
this TSCA Section 8(e) Compliance 
Audit Program and pursuant to the 
terms of this CAP Agreement constitute 
a violation ofTSCA sections 8(e) and 
15(3](B). for which a civil penalty will be 
assessed against the Regulatee. Any 
study or report submitted under TSCA 
section 8(e) prior to the date of 
commencement of the TSCA Section 

''B(e)CompHimce Audit·Pt-ogramis not 
subject to the terms of this CAP 
Agreement or the TSCA Section 8(e) 
Compliance Audit Program. 

5. EPA reserves its rights under TSCA 
section 16 to take appropriate 
enforcement action if EPA determines 
later that the Regulatee was required to 
submit under TSCA section 8( e) a study 
or report determined by the Regulatee to 
be not reportable and therefore not 
submitted under the TSCA Section 8(e) 
Compliance Audit Program. In such 
event, the terms of the EPA TSCA 
Sections 8, 12, and 13 Enforcement 
Response Policy will apply to such 
proceeding. 

6. EPA reserves its rights to challenge 
the categorization of studies or reports 
submitted under this TSCA Section 8(e) 
Compliance Audit Program pursuant to 
the requirements of Unit II.B.2.a and b of 
this CAP Agreement. 

7. EPA agrees that any submissions 
made pursuant to the terms of this CAP 
Agreement and the TSCA Section 8(e) 
Compliance Audit Program will be 
viewed by EPA as "prior such 
violations" under TSCA section 
16(a)(2)(B) for future violations of TSCA 
section 8(e) only. 

8. The Final Report submitted 
pursuant to Unit II.C.4 of this CAP 
Agreement shall be the controlling 
document for purposes of determining 
what was submitted under the TSCA 
Section 8(e) Compliance Audit Program 
and this CAP Agreement. 

9. Any submission made by the 
Regulatee to EPA that does not meet all 
of the requirements of the TSCA Section 
8(e) Compliance Audit Program and this 
CAP Agreement is subject to the EPA 
TSCA Sections 8, 12, and 13 
Enforcement Response Policy. 

B. TSCA Section B(e} Compliance Audit 
Program and Civil Penalties 

1. In conducting the TSCA Section 8(e) 
Compliance Audit Program, the 
Regulatee shall use EPA's March 16, 
1978, "Statement of Interpretation and 
Enforcement Policy; Notification of 
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Substantial Risk" (43 FR 11110) ("TSCA 
Section B(e) Policy Statement") to 
determine whether the reviewed study 
or report is: 

a. Not reportable under TSCA Section 
B(e): The Regulatee will not submit the 
study or report. 

b. Reportable under TSCA Section 
B(e): The Regulatee will submit the study 
or report. 

Upon Registration for the TSCA 
Section B(e) Compliance Audit Program, 
the Regulatee will receive a copy of the 
TSCA Section B(e) Policy Statement. the 
publication numbers of publicly 
available and.previously, published 
volumes of Section B(e) "Status Reports" 
available through the National 
Technical Information Service, copies of 
Question and Answer documents 
developed in response to specific 
questions involving section B(e), and a 
document entitled "Substantiatmg 
Claims of Confidentiality." 

2. The Regulatee agrees to pay the 
following stipulated civil penalties for 
all studies or reports submitted under 
this TSCA Section 8( e) Compliance 
Audit Program as TSCA section B(e) 
data: 

a. $15,000 per study for any submitted 
study or report involving effects in 
humans. 

b. $6,000 per study for any other 
submitted study or report submitted as 
TSCA section B(e) data. 

As a matter of policy under this TSCA 
Section B(e) Compliance Audit Program, 
EPA agrees to a $1,000,000 cap on the 
total civil penalty for the Regulatee. 

3. The Regulatee shall be exempt from 
any additional late and/or nonreporting 
TSCA section B(e) civil liability which 
arose or could have arisen for any study 
or report submitted under this TSCA 
Section B(e) Compliance Audit Program. 

4. Upon termination of the TSCA 
Section B(e) Compliance Audit Program, 
the Regulatee shall provide EPA with a 
Final Report certifying that the TSCA 
Section B(e) Compliance Audit Program 
has been completed. Such Final Report 
shall be signed and certified by the 
appropriate corporate official with 
authority to settle claims on behalf of 
the Regulatee. Such Final Report shall 
also comply with the requirements of 
Unit ll.C.4 of this CAP Agreement. 

5. Following termination of the audit, 
EPA will present the Regulatee with a 
Consent Agreement and Consent Order 
summarizing the results of the TSCA 
Section B(e) Compliance Audit Program 
and specifying the terms of payment of 
stipulated civil penalties. The Regulatee 
will have 30 calendar days from its 
receipt of an executed copy of the 
Consent Order to pay any stipulated 
civil penalties. 

C. Information Submission and Final 
Report 

1. All studies or reports submitted to 
EPA by the Regulatee under the terms of 
this CAP Agreement shall be identified 
pursuant to the categories established in 
Unit II.B.2.a and b of this CAP 
Agreement. and shall be sent to the 
following address: Document Processing 
Center (TS-790), Office of Toxic 
Substances, Environmental Protection 
Agency, 401 M St., SW .. Washington. DC 
20460, Attn: Section B(e) Coordinator 
(CAP Agreement). 

2. The Regulatee shall submit one 
original and two full copies of all cover · 
letters. studies, reports, substantiations 
of confidentiality claims, and, as 
appropriate, sanitized copies of cover 
letters. studies, reports, or 
substantiations of confidentiality claims. 

3. In accordance with Part IX of the 
TSCA Section B(e) Policy Statement, 
each study or report submitted to EPA 
by the Regulatee under the terms of this 
CAP Agreement shall be accompanied 
by a separate cover letter containing the 
following information: 

a. Company name, address and 
telephone number. 

b. The signature and printed name, 
title and telephone number of the person 
submitting the study or report. 

c. A clear statement that the 
document, identified on the cover letter 
by the identification number established 
by Unit l.C of this CAP Agreement, is 
being submitted pursuant to the TSCA 
Section B(e) Compliance Audit Program 
and this CAP Agreement. 

d. The exact identity of each tested 
chemical or mixture or component of a 
tested mixture including the CAS 
Registry Number, if known. 

e. The title of the accompanying study 
or report. 

f. A full summary of the reportable 
adverse effect(s) or exposure(s) 
observed in the accompanying study or 
report. In addition, the cover letter 
should identify by EPA Document 
Control Number any previous TSCA 
section B(e) submission(s) or 
premanufacture notification(s) (PMN(s)) 
submitted by the Regulatee on the 
subject chemical substance(s) or 
mixture or component(s) of such 
mixture. 

4. Each study or report submitted to 
EPA by the Regulatee under the terms of 
this CAP Agreement shall be listed in a 
Final Report. Such Final Report shall list 
each submitted study or report by title 
pursuant to the categories established in 
Unit II.B.2.a and b of this CAP 
Agreement, and shall display the 
identification number established by 
Unit l.C of this CAP Agreement. Such 
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Final Report shall certify that the TSCA 
Section B(e) Compliance Audit has been 
completed and include the following 
statement: "I certify that the information 
contained in or accompanying this Final 
Report is true. accurate, and complete. 
As to any identified portion(s) of this 
Final Report for which I cannot 
personally verify its truth and accuracy, 
I certify as the company official having 
supervisory responsibility for the 
person(s) who. acting under my direct 
instructions. made the verification, that 
this information is true, accurate, and 
complete." The Final Report will be the 

, .. controlling document .as, to.what .was -0r 
was not submitted under the terms of 
this CAP Agreement and shall be sent to 
the address specified in Unit I.B of this 
CAP Agreement. 

D. Other Matters 

1. Nothing in this CAP Agreement 
shall relieve the Regula tee from 
complying with all applicable TSCA 
regulations or other applicable 
environmental statutes. 

2. This CAP Agreement shall be 
binding upon the Parties and in full 
effect pursuant to the requirements 
specified in Unit I. of this CAP 
Agreement. 

3. The Regulatee's obligations under 
this CAP Agreement shall end when the 
Final Report required by Unit Il.C.4 of 
this CAP Agreement has been submitted 
to EPA and stipulated civil penalties 
paid .. 

4. Failure to comply with the terms of 
this CAP Agreement permits EPA to 
proceed under TSCA section 16 to 
impose the civil penalties allowable 
under the existing EPA TSCA Sections 
8, 12, and 13 Enforcement Response 
Policy for any study or report submitted 
pursuant to Unit II.C of this CAP 
Agreement. 

5. All of the terms and conditions of 
this CAP Agreement together comprise 
one agreement, and each of the terms 
and conditions is in consideration for all 
of the other terms and conditions. In the 
event that this CAP Agreement (or one 
or more of its terms and conditions) is 
held invalid. or is not executed by all of 
the signatory parties in identical form. 
then the entire CAP Agreement shall be 
null and void. 

6. The Regulatee may assert claims of 
confidentiality under TSCA section 14 
for submissions under this CAP 
Agreement. The Regulatee must. at the 
time of submission, provide 
substantiation for all information 
claimed as confidential. The Regulatee 
agrees that the failure to assert a claim 
of confidentiality for studies, reports, or 
information submitted under the terms 
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of this CAP Agreement shall be 
interpreted by EPA as a waiver by the 
Regulatee of the right to assert a claim 
of confidentiality. 

7. Submissions containing information 
claimed as TSCA Confidential Business 
Information (TSCA CBI) shall contain 
cover sheets bearing the typed or 
stamped legend "company confidential," 
"proprietary," or "trade secret." 
Information contained in the submission 
which is claimed as TSCA CBI must be 
clearly marked by boxing, circling, or 
underlining the specific text so claimed. 
All pages containing such information 
shall.also·be marked 
"CONFIDENTIAL." Care should be 
taken to ensure that these markings do 
not obscure the text of the submission. 
Submissions directed to EPA in this 
manner should be sent by certified mail
return receipt requested or in any other 
way which will permit verification by 
the Regulatee of its receipt by EPA. 

8. If the Regulatee chooses to assert a 
confidentiality claim, the Regulatee shall 
provide two sets of each such 
submission: one set shall have the TSCA 
CBI material marked in the manner 
contemplated under 40 CFR 2.203(b) and 
Unit II.D.7 of this CAP Agreement: the 
second set shall have the TSCA CBI 
material excised. The Regulatee is 
advised that the second, "sanitized" set 
will be available for public review 
without further notice to the Regulatee 
and therefore care should be exercised 
in the creation of this set. Each sanitized 
and unsanitized submission must 
comply with Unit II.C.2 of this CAP 

Agreement and thus will consist of one 
original and two copies. 

9. The Regulatee is advised to review 
carefully the confidentiality claim 
procedures at 40 CFR 2.201. Specific 
information concerning TSCA section 
B(e) confidentiality claims is contained 
at Part X of the TSCA Section 8(e) 
Policy Statement. 

10. The Regulatee agrees that if the 
specific chemical identity is claimed as 
confidential in a submission, a generic 
nonconfidential chemical identity will 
be included on the sanitized version of 
the submission. Guidance for developing 
appropriate generic chemical identities 
may be obtained by consulting the 
TSCA Chemical Substance Inventory: 
1985 Edition, or by contacting the Office 
of Toxic Substances' Chemical 
Inventory Section at (202) 382-3527. 

11. The Regulatee agrees that 
confidentiality claims will be honored 
by EPA only if each claim is 
accompanied by responses to the 
questions in the document provided with 
this CAP Agreement entitled 
"Substantiating Claims of 
Confidentiality." The Regulatee shall 
provide an original and two copies of 
these responses in accordance with Unit 
Il.C.2 of this CAP Agreement. The 
Regulatee shall also, in the event the 
Regulatee desires information in these 
responses to be considered TSCA CBI, 
provide a sanitized original and two 
copies in accordance with Unit II.C.2 
and Unit II.D.8 of this CAP Agreement. 

12. The Regulatee agrees that failure 
to adhere to each requirement pertaining 
to TSCA CBI may result in forfeiture of 
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the CBI protection for the submission 
and its subsequent availability in its 
entirety for public review. 
WE AGREE TO THIS: 
For Regulatee: 

[Signing official] 
{Title] 
[Company name] 

(Signing official) 
{Title] 
[Company name] 

.. For EPA: 

Michael F. Wood, 
Director, Compliance Division, Office of 
Compliance Monitoring. 

Michael J. Walker, 
Associate Enforcement Counsel for Pesticides 
and Toxic Substances. 

III. Conclusions 

EPA has announced the opportunity to 
register for the TSCA Section 8(e) 
Compliance Audit Program. Any further 
information regarding this Audit 
Program or the CAP Agreement may be 
obtained from the contact person noted 
above. 

Dated: January 25, 1991. 
Linda J. Fisher, 
Assistant Administrator for Pesticides and 
Toxic Substances. 
[FR Doc. 91-2299 Filed 1-31-91; 8:45 am] 
BIWNG CODE llllO-IO-F 
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ENVIRONMENTAL PROTECTION 
AGENCY 

[0PTS-I0015A; FRL-3891-8] 

Registration and Agreement for TSCA 
Section 8(e) Compliance AudH 
Program Modification 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This Notice, pursuant to 
sections 15 and 16 of the Toxic 
Substances Control Act [TSCA), 15 
U.S.C. 2601 et seq., announces 
modifications to EPA's TSCA Section 
8( e) Compliance Audit Program and the 
Agreement for the TSCA Section S(e) 
Compliance Audit Program ("CAP 
Agreement"). The modifications to the 
TSCA Section 8(e) Compliance Audit 
Program and the CAP Agreement 
include extension of the registration and 
termination dates, the opportunity to 
petition EPA for a case-by-case 
extension of the termination date, 
modifications to the CAP Agreement 
provisions regarding admission of a 
violation ofTSCA section 8(e) and 
waiver of right to a hearing, and EPA's 
development of a TSCA section 8(e) 
reporting guide. 
DATES: The Registration period for the 
TSCA Section 8(e) Compliance Audit 
Program closes on June 18, 1991. Persons 
interested in registering for the TSCA 
Section 8(e) Compliance Audit Program 
must request a CAP Agreement and 
submit a signed CAP Agreemer.t to EPA 
no later than June 18, 1991. 
ADDRESSES: Copies of the CAP 
Agreement may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-
799), Office of Toxic Substances, 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, IDD: (202) 554-0551. 
FOR FURTHER INFORMATION CONTACT: 
David Kling, Acting Director. 
Environmental Assistance Division (TS-
799), Office of Toxic Substances. 
Environmental Protection Agency, 401 M 
St., SW., Washington, DC 20460, (202) 
554-1404, IDD: (202) 554-0551. 
SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of February 1, 
1991(56FR4128), EPA announced the 
opportunity to register for the TSCA 
Section 8(e) Compliance Audit Program. 
The TSCA Section 8(e) Compliance 
Audit Program is a one-time voluntary 
l:Ompliance audit program developed in 
order to achieve EPA's goal of obtaining 
1my outstanding TSCA section 8(e) data. 

The TSCA Section 8( e) Compliance 
Audit Program ha1 been initiated to 
foster compliance with the statutory 
obligations of TSCA section 8(e), and to 
obtain critical information about 
potential risks of chemical substances. 
In designing the TSCA Section 8(e) 
Compliance Audit Program EPA'a 
objective was to provide, in the context 
of an enforcement initiative, politive 
incentives for companies to condm:t 
audits of their data and to submit to the 
~ency the type of informs tion required 
under section 8(e) ofTSCA. 

.. -· EPA. iecognizes .that.proper 
application of section 8(e) require9 the 
exercise of scientific judgement. EPA ii 
not interested in creating an atmosphere 
in which companies view a "data dump" 
strategy as the best course of action for 
meeting their obligations. 11ie Agency 
hopes that cooperative comultation 
among EPA. data submitten, and other 
interested parties can lead to a more 
successful TSCA Section 8(e) 
Compliance Audit Program and 
ultimately a better understanding of the 
section 8(e) program. Based on written 
communications with the regulated 
industry, EPA has made the following 
modifications to the TSCA Section B(e) 
Compliance Audit Program and CAP 
Agreement that was published on 
February 1, 1991. 

Il. Modifications to the TSCA Section 
8(8} Compliance Audit Program and the 
CAP Asreemenl 

A. Regit1tration Requirements 

The registration deadline/ audit 
commencement date has been extended 
for 45 day1 to June 18, 1991. Thus, Units 
l.B and D of the CAP Agreement have 
been modified to read as follows: 

B. To resister for the TSCA Section 8(e) 
Compliance Audit Program, the Regulatee 
must. no later June 18, 1991, sign and return 
this CAP Agreement by certified mail-return 
receipt requested to .... 

D. The TSCA Section 8(e) Compliance 
Audit Program shall commence no later than 
June 18, 1991. 

The audit termination date/deadline 
has been extended for approximately 90 
days, to February 28, 1992. Procedures 
for case-by-case extensions have also 
been added. A Regulatee can petition 
EPA in writing no later than November 
29, 1991. for an additional extension of 
the audit termination date (i.e., beyond 
February 28, 1992). Extension petitions 
must contain an adequate justification 
for the request. and will be favorably 
viewed if based on difficulties 
experienced by a Regulatee with the 
volume of information being reviewed 
and not because the Regulatee delayed 
initiation of the audit. Companies are 
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WJed to submit studies or reports as 
tbeJ are determined to be reportable, 
and extension petitions will be viewed 
with disfavor if a Regulatee has not 
submitted any information by the 
November 29, 1991, deadline for 
extension requests. In this way EPA 
encourages the phased receipt of 
information over time while recognizing 
the need for appropriate time extensions 
for Regnlatees that have a larRe amount 
of records to review. Thus, Unit l.E of 
the CAP Agreement has been modified 
to read as follows: 
· •B.'The'TSCA Section il(eJ Compliance 
Aadit Program shall terminate on February 
28, l!Nll. and all aubmiHions under this 
TSCA Section 8(e) Compliance Audit 
Pniigram must be delivered to EPA no later 
than February 28, 1992. The Regulatee may 
petition EPA in writing at the address 
specified in Unit I.B of this CAP Agreement 
for an extension of the February 28, 1992, 
tennination date. Extension requests must be 
received by EPA no later than November 29. 
Hin, and must contain an adequate 
justification for the extension. 

No other modifications to the 
.. registration requirements" portion of 
the CAP Agreement have been made. 

B. Terms of Agreement--General 
Provisions 

The provision of the CAP Agreement 
regarding an admission of violation or a 
"violation ofTSCA"has been changed 
and Unit ll.A.4 of the CAP Agreement 
has been modified to read as follows: 

4. The Regulatee neither admits nor denies 
that the submission of studies or reports by 
the Regulatee under this TSCA Section B(e) 
Compliante Audit Program and pursuant to 
the terms of this CAP Agreement constitutes 
admission of a violation ofTSCA sections 
8(e} and 15(3)(8), but agrees to pay a 
stipulated civil penalty for each study or · 
report in accordance with Unit 11.B.2 of this 
CAP Agreement. Any study or report 
submitted under TSCA section B(e) prior to 
tbe date of commencement of the TSCA 
Section 8(e) Compliance Audit Program is not 
subject to the terms of this CAP Agreement or 
the TSCA Section 8( e) Compliance Audit 
Program. 

The provision of the CAP Agreement 
regardins waiver of rights has been 
changed and Unit ll.A.3 of the CAP 
Agreement has been modified to read as 
follows: 

3. The Regulatee waives its right to request 
a judicial or administrative hearing, under 
TSCA section 16(a)(2)(A) or other provisions 
of law, on any issue of law or fact that has 
arisen or may arise regarding the application 
ofTSCA section 8(e) to any study or report 
submitted pursuant to Unit ll.B.1 of this CAP 
Agreement. 

The provision of the CAP Agreement 
regarding "prior violations" has been 
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modified slightly to make it clear that 
submissions under the CAP Agreem~t 
will count as one "prior violation" of 
8(e} only. Thus, Unit Il.A.7 of the CAP 
Agreement has been modified to read as 
follows: 

7. EPA agrees that any submissions made 
pursuant to the tenns of this CAP Agreement 
and the TSCA Section 8(e) Compliance Audit 
Program will be viewed by EPA as one "prior 
such violation" under TSCA section 
16(a)(2)(B) for future violations ofTSCA 
section 8(e) only. 

No other modifications to the "terms 
of agreement-general provisions" 
portion Of the'CAP Agreement have 
been made. 

C. Terms of Agreement-TSCA Section 
B[e} Compliance Audit Program and 
Civil Penalties 

In order to facilitate participation in 
the TSCA Section 8(e) Compliance 
Audit Program as well as to improve 
section 8(e} compliance in general, EPA 
is preparing and plans to disseminate a 
section B(e} reporting "guide" comprised 
primarily of approximately 150 existing 
TSCA section 8(e) submission "Status 
Reports" which contain useful reporting 
and implementation guidance. This 
guide will include two indices. The first 
index. which pertains to the 150 "Status 
Reports." will be arranged by 
toxicologic study type ana other 
important subheadings related to 
reporting criteria. The second index will 
be cumulative and arranged by type of 
study for all initial submissions received 
under section 8(e) to date. An additional 
component of the guide will be a 
consolidated presentation of section 8(e) 
question and answer (Q&:A) documents 
arranged under subheadings similar to 
the indices described above. 

In response to a written request from 
the Chemical Manufacturers 
Association (CMA) for additional 
guidance in the areas of neurotoxic 
effects and environmental effects/ 
releases, EPA agreed to perform an 
ex_pedited review of a limited number of 

case histories to be submitted by CMA 
in early May. The Office of Pesticides 
and Toxic Substances (OPTS) is 
establishing a panel of EPA staff 
scientists to perform the expedited 
review of the case histories which are 
submitted. While the EPA panel can 
address e11dpoints of concern. CMA was 
asked to prioritize the submissions to 
focus attention on the key scientific 
questions. especially neurotoxicity/ 
acute toxicity concerns. The EPA review 
will focus primarily on whether the case 
studies would be reportable under 
section 8(e). The rationale for EPA's 
conclusions and responses concerning 
the appropriateness of reporting will be 
provided as part of the section 8( e) 
reporting guide which has been 
described above. EPA will make every 
effort to complete the guide in early June 
and release it prior to the revised June 
18, 1991, registration deadline/audit 
commencement date. 

EPA requested that the environmental 
effects/release cases focus on areas that 
industry believes are problematic in 
terms of what is reportable under 
section 8(e). In order for EPA to respond 
more completely about the section 8(e) 
reportability of the provided 
environmental effects/release 
information cases, EPA also asked if the 
information is required to be submitted 
to another governmental authority and, 
if so, the identity of that authority and 
the timeframe for the reporting. The 
rationale for EPA's conclusions and 
responses concerning the 
appropriateness of reporting will be 
provided as part of the section 8(e) 
reporting guide described above. EPA 
will make every effort to complete the 
guide in early June and release it prior to 
the revised June 18, 1991, registration 
deadline/audit commencement date. 
However, if necessary because of a 
delay in completion of the guidance on 
the environmental effects/release 
information. reporting of this 
information under the TSCA Section 8(e) 
Compliance Audit Program will be put 
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on a specific schedule which will be 
determined later based on when EPA 
completes and disseminates the 
guidance in this area. 

Thus, to reflect the availability of the 
TSCA section 8(e) reporting guide, the 
second portion of the CAP Agreement 
language at Unit Il.B.1 has been 
modified to read as follows: 

.... Upon Registration for the TSCA Section 
8{e) Compliance Audit Program. the 
Regulatee will receive a copy of the TSCA 
Section 8(e) Policy Statement, the publication 
numbers of publicly available and previously 
published Yolumea of Section 8(e) "Status 
Reports" available through the National 
Technical Information Service. copies of 
Question and Answer documents developed 
in response to specific questions involv·ng 
section 8(e), a document entitled 
"Substantiating Claims of Confidentiality," 
and the TSCA section 8(e) reporting guide. 

EPA believes that the actions 
described above emphasize the 
Agency's strong commitment to making 
the TSCA Section 8(e) Compliance 
Audit Program a successful initiative. 
EPA hopes that providing the selected 
case histories and the section 8(e) 
reporting guide will enhance 
understanding of the TSCA section 8( e) 
program, and assist the regulated 
community as they participate in the 
TSCA Section 8(e) Compliance Audit 
Program. 

III. Conclusions 

EPA has announced modifications to 
the TSCA Section B(e) Compliance 
Audit Program and the CAP Agreement. 
Any further information regarding this 
Audit Program·or the CAP Agreement 
may be obtained from the contact 
person noted above. 

Dated: April 24, 1991. 
Victor J. Kimm, 
Acting Assistant Administrator for Pesticides 
and Toxic Substances. 
[FR Doc. 91-10065 Filed 4-2&-91; 8:45 am] 
1111.UNG CODE IMO-to-F 



--~-----

--~ ----

I 1 

Thursday 
June 20, 1991 

(Encoded Version) 

APPENDIX D 
(CAP Modifications) 

107 

Part IV 

Environmental 
Protection Agency 
Registration and Agreement for TSCA 
Section S(e) Compliance Audit Program 
Modification; Notice 



2 Federal Repter / Vol. 56, No. 119 I Thursday, June 20, 1991 I Notices 

ENVIRONMENTAL PROTECTION 
AGENCY 

[OPTS-800158; FRL-3932-1] 

Registration and Agreement for TSCA 
Section B(e) Compliance Audit 
Program Modification 

AGENCY: Environmental Protection Agency 
(EPA). 

ACTION: Notice. 

SUllllARY: This Notice, pursuant to sections 
15 md 16 of the Toxic Substances Control 
Act (TSCA), 15 U.S.C. 2601 et seq., 
announces the availability.of.the..TSCA 
section 8(e) reporting guide and modifications 
to EPA's TSCA Section 8(e) Compliance 
Audit Program and the Agreement for the 
TSCA Section 8(e) Compliance Audit 
Program ("CAP Agreement"). The 
modifications to the TSCA Section 8(e) 
Compliance Audit Program and the CAP 
Agreement include the extension of the 
registration deadline until July 1, 1991, t?e 
addition of provisions for listing of certam 
types of previously reportable TSCA se:ction 
8(e) information now in EPA's possession, 
and modification of EPA's guidance for 
reporting information concerning 
"widespread and previously unsuspected 
distribution in environmental media'' and 
"emergency incidents of environmental 
contamination" under TSCA section S(e). 

DATES: The Registration period for the TSCA 
Section 8(e) Compliance Audit Program 
closes on July 1, 1991. All persons interested 
in registering for the TSCA Section S(e) 
Compliance Audit Program must request a 
CAP Agreement and submit a signed CAP 
Agreement to EPA no later than July 1, 1991. 

ADDRESSES: Copies of the modified CAP 
Agreement and the TSCA section 8(e) 
reporting guide may be obtained from the 
TSCA Assistance Information Service, 
Environmental Assistance Division (TS-799), 
Office of Toxic Substances, Environmental 
Protection Agency, 401 M SL, SW., 
Washington, OC 20460, (202) 554-1404, 
TDD: (202) 554-0551. 
FOR FURTIER INFORMATION CONTACT: 
David Kling. Acting Director, Environmental 
Assistance Division (TS-799), Office of 
Toxic Substances, Environmental Protection 
Agency, 401 M St., SW .. Washington, OC 
20460, (202) 554-1404, TDD: (202) 554-
0551. 

SUPPLEMENT ARY INFORllA TION: 

I. Background 

In the Federal Regmter of February 1, 
1991 (56 FR 4128). EPA annmmced the 
opportunity to register for the TSCA Section 
8(e) Compliance Audit Program. The TSCA 
Section 8(e) Compliance Audit Program is a 
one-time vohmtary compliance audit program 
developed to obtain outstanding TSCA 

section 8(e) data and foster compliance with 
the statutory obligations of TSCA section 
8(e). 

On April 26, 1991 (56 FR 19514), EPA 
modified the TSCA Section S(e) Compliance 
Audit Program and the CAP Agreement. The 
modifications included extension of the 
registration and termination dates, the 
opportunity to petition EPA for a case-by
case extension of the termination date, 
modifications to the CAP Agreement 
provisions regarding admission of a violation 
of TSCA section 8( e) and waiver of right to 
a hearing. and EPA's developmmt of a TSCA 
section 8(e) reporting guide. 

. , JL.T.SCASec:tion..8(e.) .Reporting .Guide 

Since the April 26, 1991 modifications 
were armounced, EPA completed 
development of the TSCA section 8(e) 
reporting guide. The guide contains useful 
reporting and implementation guidance and 
includes two major indices. The first index, 
which refermces approximately 150 section 
8(e) "Status Reports," is arranged by 
toxicologic study type with subheadings 
related to section 8( e) reporting criteria. The 
second index is cumulative and is arranged 
by type of study for all initial submissions 
received under section 8(e) from January 1, 
1977, to October 1, 1990. 

There are two major objectives for 
presenting the guide. First, the guide makes 
certain information pertaining to section 8(e) 
reporting more accessible to members of the 
regulated community and others. Second, the 
guide provides reference to both general and 
specific examples of submitted information as 
well as EPA' s comments regarding such 
submissions. The examples are intended to 
help persons who are subject to section 8(e) 
understand better the types of information 
that should be submitted to EPA under this 
important mandatory chemical hazard/risk 
information reporting provision of TSCA. 

Most of the guide is presented in a basic 
question and answer format reflecting 
primarily the most common questions asked 
about section 8(e) ofTSCA. The guide also 
contains EPA' s comments regarding the 
TSCA section 8(e)-applicability/reportablity 
of a number of toxicologic ''case studies'' 
provided to the Agency by the Chemical 
Manufacturers Association (CMA). 

Copies of the TSCA section 8(e) reporting 
guide may be obtained from the TSCA 
Assistance Information Service, 
Environmental Assistance Division (TS-799), 
Office of Toxic Substances, Environmental 
Protection Agency, 401 M SL, SW., 
Washington, OC 20460, (202) 554-1404, 
TDD: (202) 554-0551. 

m. Modiftcations to the TSCA Section 8(e) 
Compliance Audit Program and the CAP 
Agreement 

A. Registration Requirements 
The registration deadline/audit 

commmcemmt date has been extended for 
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approximately two weeks to July 1, 1991. 
Thus, Units I.B and D of the CAP Agreement 
have been modified to read as follows: 

B. To register for the TSCA Section 8(e) 
Compliance Audit Program, the Rcgulatec must, no 
later than July l, 1991, sign and return this CAP 
Agreement by certified mail-return receipt 
requested to .•.• 

D. The TSCA Sea.ion 8(e) Compliance Audit 
Program shall commence no later than July 1, 
1991. 

No other modifications to the 
"Registration Requirements" portion of the 
CAP Agreement have been made. 

B. Terms <f Agreement--TSCA Section 8(e) 
· · Compliance Alldit "Program ·aniJ Civil 

Penalties Concerning Late Reporters 
EPA has received inquiries regarding 

instances of late reporting of section 8(e) 
information when such studies or reports 
were (1) received by the Office of Toxic 
Substances (OTS) on a "For Your 
Information" ("FYI") basis and included in 
the formal ars "FYI" filing system. or (2) 
submitted to EPA pursuant to a mandatory 
reporting obligation under a statute 
administered by EPA. By late reporting, EPA 
is referring to information received beyond 
the 15 working days deadline as set forth in 
Part IV of EPA's March 16, 1978, 
"Statement of Interpretation and Enforcement 
Policy; Notification of Substantial Risk" (43 
FR 11110) ("TSCA Section 8(e) Policy 
Statement"). After evaluation of the issue, 
EPA has determined that a reduced penalty 
scheme is appropriate for instances of late 
reporting of section 8(e) information when 
the studies or reports were (1) submitted in 
writing to and received by EPA prior to June 
18, 1991, pursuant to a mandatory reporting 
obligation under TSCA or another EPA
administered statute, or (2) received by ars 
on an "FYI" basis and included in the formal 
ars "FYI" filing system, prior to June 18, 
1991. This approach meets EPA's TSCA 
Section 8(e) Compliance Audit Program goal 
of obtaining, in the context of an enforcement 
initiative, outstanding section 8(e) 
information. Instead of resubmitting copies of 
these types of studies or reports, the 
information may simply be listed under the 
TSCA Section S(e) Compliance Audit 
Program and identified by cover letter. A 
$5,000 stipulated civil penalty will be 
assessed for each study or report listed. Thus, 
Unit Il.B.1.c has been added to the CAP 
Agreement to read as follows: 

c. Olla tbll would have been rcponablc under 
TSCA Section 8(e) when initially obtained by the 
Regulaiee, and that sublequent to the section 8( e) 
reporting deadline (111d bcfOtC June 18, 1991), were 
(i) IUbmincd in writing to and received by EPA 
pursuant to • mandatory reponing requirement 
under TSCA or anochcr statute adminUtercd by 
EPA, or (ii) received by the Office of Toxic 
Substances (OTS) on a "For Your lnfonnation" 
("FYI") basis and included in the formal OTS 
"FYI" filing system: The Regulatec will list the 
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llDdy or rqiort punuant to Unit Il.B.3 «this CAP deacribed above md referenced in the CAP involving significant environmental 
AgrecmmL Only information that meetll the Agreement. contamination should be submitted under the 
n:quiranc:nu of Unit n.B. l.c is eligible for this TSCA Section 8(e) Compliance Audit 
lilting provision. D. Reporting of Information Referenud in Program. or under section 8(e) in general, 

Unitll.B3 has been added to the CAP Parts V(bXI) and V(c) <! EPA's Seaion B(e) regulatees should make a reasonable 
Agreement to read as follows: Policy Stalemenl judgement whether such infonnation meets 

3. The following provisions lhail govern the list TSCA section 8(e) requires reporting of the statutory standards of TSCA section 8(e) 
required to be submined under Unit II.B.1.c of this information which reasonably supports the instead of relying on Pans V (b X 1) or V ( c) of 
CAP Agreement: conclusion that a chemical substance or the TSCA Section 8(e) Policy Statement. 

L For each smdy or rqiort listed, the listing must mixture presents a substantial risk of injury Even though EPA is suspending the 
comply wilh the n:quiremc:nu «Unit ILC of this to the environment. EPA provided guidanc.e applicability of Pans V(bXl) and V(c) of the 
CAP Agreement, must de.cribe the dale of the fulfill · · 8( ) 
sabmission and (i) the mmdalory reporting on how persons could thetr secbon e TSCA Section 8(e) Policy Statement, persons 
n:quiremc:nt of TSCA or another EPA...tministered reporting obligations in the TSC~ Sec~on. are still responsible under TSCA section 8(e) 
IWUte under which the smdy or report wu 8(e) Policy Statement. However, m reviewing to report information that reasonably supports 
l1lbniued, or (ii) the Office of Toxic Subatancea this guidance in connection with the TSCA a conclusion of substantial risk of injury to 
"FYI" filing systan numbei'forthe submission.: · · •Section 'IJ(e)Compliance'Audit·Program.-EPA · ·the environrnent:This·in continuing 
Wllbin 360 days af1er submission« the list, EPA has determined that Part V(b)(l) statutory obligation. Thus, to reflect this 
may n:quest the Rqubtee to submit any« the (''widespread and previously unsuspected change, Unit II.B.1 of the CAP Agreement 
tilled infonnatioo in _order to determine if~ distnbution in environmental media'') and has been modified to read as follows: 
Rqubtee correc:tly lilted ntber than submitted the Part V(c) ("emergency inciden1s of 
llUdy or report. . tal . . ") f th TSCA 1. In cooduding the TSCA Section 8(e) 

b. The Regu]aree agrees to pay the following envS ~S(en) p conli tanunallonS eedo addie . . nal Compliance Audit Program, the Regulatee shall 
l1ipu1ated civil pc:nahy for information lilted under ecbon e o cy tatement n bo follow the atamtory language of TSCA section 8(e) 
lhil audit u data !hat would have bec:n reponable clarification and that possible and EPA'• guidance on section 8(e) in the March 
under TSCA Seclion 8(e) whc:n initially obcained misinterpretation with regard to the guidance 16, 1978, "Sta1ement of Interpretation and 
by the RegulalCC, and that subsequc:nt to the section in these sections could lead to overreporting Enforcemc:nt Policy; Notification of Substantial 
8(e) n:poning deadline u specified in Part IV of under the TSCA Section 8(e) Compliance Risk" (43 FR 11110) ("TSCA Sec:tion 8(e) Policy 
the TSCA Section 8(e) P~ ~c:nt (~d . . Audit Program. Statemc:nt "), with the exception of Parts V (b Xl) 
bef<R June 18, 1991), were (1) submitted m wntmg Therefore, EPA plans to initiate a review and V(c) «the TSCA Section 8(e) Policy 
to and received by EPA punuant to a mandatory of the reporting of information on widespread Statement, to determine whether the reviewed 11t11dy 
tq>Olting n:quiremc:nt under TSCA or anocher . tal dis "bu · d or rqiorl is: · · • · _ _.__,_, __ _.'""'EPA ("") . ed by th envuonmen tn bon an emergency 
atamte llUllUlllMCRU '? , or 11 rece:iv e . ,_,_b f · ental · · N th odifi · th ''T f Office of T · Subltancea (OTS) 00 an •'FYI'• me ...... ,... o envuorun contaminallon o o er m 1callons to e erms o 
buia and in=ded in the formal OTS "FYI" filing under TSCA section 8(e) and other Federal Agreement" provisions of the CAP 
ay11te111: SS,000 per study or report. statutes in order to determine what Agreement have been made. 

information of these types should continue to 
C. Additions to the TSCA Section B(e) be considered for submittal under section IV. Conclusion 

Reporting Guide 8(e). The review may involve discussions EPA believes that the actions described 
In response to a written request from the with other EPA program offices, EPA above emphasize the Agency• s strong 

Chemical Manufacturers Association (CMA) Regional offices, other Federal Agencies, commitment to making the TSCA Section 
for additional guidance on the section 8(e) State Governments, members of the regulated S(e) Compliance Audit Program a successful 
reportability of certain types of health effects industry• environmental interest groups, and initiative. EPA believes that providing the 
and environmental effects/release others. All interested persons will have the section 8(e) reporting guide 15 well as the 
information. EPA agreed to perform an opportunity to comment on any proposed results of the Agency's review of several 
expedited review of a limited nwnber of case revisions to Parts V(bXl) and V(c) of the toxicologic case studies will enhance 
studies submitted by CMA. The Office of TSCA Section 8(e) Policy Statement that understanding of the TSCA section 8(e) 
Pesticides and Toxic Substances (OPTS) result from this review. program, and assist the regulated community 
established a panel of EPA toxicologists, In the in1erim, regulatees auditing their 15 they participate in the TSCA Section 8(e) 
biologists, chemists, medical and public files for reportable environmental risk Compliance Audit Program. Any further 
health experts, enviromnental scientists, information under the TSCA Section 8(e) information regarding this Compliance Audit 
TSCA policy staff, and legal md enforcement Compliance Audit Program should be guided Program or the CAP Agreement may be 
staff to perform an expedited review of the by the statutory language of section 8(e) and obtained from the contact person noted above. 
case studies which were submitted by CMA. Part V(b)(2) through (bXS) of EPA's TSCA 
EPA reviewed the cue studies involving Section 8(e) Policy Statement. In assessing Dated: June 18, 1991. 
reportability of health effects information, and whether information or studies involving Vidor J. Kimm, 
provides an analysis of the toxicologic widespread and irevious unsuspected ActU., A.uistalll Administralor /or Puticidu and 
significance md TSCA section 8(e)- environmental distnbution, emergency TazicS""8t011Cu. 
reportability of the health effects case studies incidents of environmental contamination, or [FR Doc. 91-7777? Filed 77-77-91: 8:45 am] 
in the TSCA section 8(e) reporting guide other previously unknown situations •UJNG CODE ~ 

109 



APPENDIX E 

1 of 2 
Support Information for Confidentiality ~lai~s 

Information submitted under specific reporting require~e~ts 
of t~e Toxic Substances Control Act (TSCA) or in support of YSCA 
is subject to the provisions of Section 14 of TSCA and to EPA's 
R.eoulations on the Confidentiality of Business Information (see 
40-CFR Part 2). You must comply with the following procedures to 
assert a claim of confidentiality for the information solicited 
in the attached letter. Failure to follow these procedures fully 
at the time vou submit the information to EPA will be interpreted 
by the Agency as a waiver of your claim of ,confidentiality. 

Asserting a Claim 

Information claimed as confidential must be clearly narked 
by boxing, circling or underlining. All pages containing such 
information should also be stamped "CONFIDENTIAL". Care should 
be taken to ensure that these markings do not obscure the sub
mission's text. 

Sanitized Copy 

Two copies must be submitted of any documents containing 
information claimed as confidential. One copy should be com
plete, with the information being claimed as confidential marked 
in the manner described in the preceding paragraph. The other 
copy should have all of the information claimed as confidential 
excised. This version will be placed in EPA's Public Files. 

Substantiating Claims of Confidentiality 

Detailed written responses to the following questions must 
be provided at the time you submit information for any portion of 
the information you claim as confidential. Your responses should 
be as specific as possible, with examples as appropriate, and 
should provide substantiation arguments for all types of informa
tion (e.g., sales or production/importation volumes, chemical 
identity, company identity) you claim as confidential. 

l. For what period of time do you assert this claim of 
confidentiality? If a claim is to extend until a 
certain event or point in time, please indicate that 
event or time period. Explain why the information 
should remain confidential until such event or time. 

2. Have there been any confidentiality determinations made 
by EPA, other Federal agencies, or courts in connection 
with this information? If so, please enclose copies. 
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3. Has any of the information that you are claiming as 
confidential been disclosed to individuals outside your 
company? Will it be <1isclosed to such persons in t'.l.e 
future? If so, what restrictions, if any, apply to use 
or further disclosurP. of the information? 

4. Briefly describe any physical or procedural restrictions 
within your company relating to the use and storage of 
the information you are claiming as confidential. What 
other steps, if any, have you taken to prevent undesired 
disclosure of the information during its use or when an 
employee leaves your company? 

5. Does •·the,•information claimed as ;con·f,identiel-,,appear or 
is it referred to in any of items listed below: 

- advertising or promotional materials for the chemical 
or the end product containing it; 

- safety data sheets or other similar materials for the 
chemical or the end product containing it; 

- professional or trade publications; or 

- any other media available to the public or to your 
competitors. 

If you answered yes to any of the above questions, you 
must indicate where the information appears and explain 
why it should nonetheless be treated as confidential. 

6. Would disclosure of this information be likely to result 
in substantial harm to your competitive position? If 
so, you must specifically describe the alleged harmful 
effects and indicate why they should be considered to be 
substantial. Also, you must describe how disclosure of 
the information would cause the harm. 

7. If the information in question is "health and safety 
data" pursuant to 40 CFR Part 2.306(3)(i), do you assert 
that disclosure of the information you are claiming as 
confidential would reveal: 

a) confidential process information; 

b) confidential proportions of a mixture; or 

c) information unrelated to the effects of the 
substance on human health or the environment? 

If your answer to any of the above questions is yes, you 
must explain how such information would be revealed. 
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